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§ 725.250 Procedural requirements for 
the TERA. 

General requirements for all submis-
sions under this part are contained in 
subparts A through C of this part. In 
addition, the following requirements 
apply to TERAs submitted under this 
subpart: 

(a) When to submit the TERA. Each 
person who is eligible to submit a 
TERA under this subpart must submit 
the TERA at least 60 calendar days be-
fore the person intends to initiate the 
proposed research and development ac-
tivity. 

(b) Contents of the TERA. Each per-
son who submits a TERA under this 
subpart must provide the information 
and test data described in §§ 725.255 and 
725.260. In addition, the submitter must 
supply sufficient information to enable 
EPA to evaluate the effects of all ac-
tivities for which approval is re-
quested. 

(c) A person may submit a TERA for 
one or more microorganisms and one or 
more research and development activi-
ties, including a research program. 

(d) EPA will either approve the 
TERA, with or without conditions, or 
disapprove it under procedures estab-
lished in this subpart. 

(e) The manufacturer, importer, or 
processor who receives a TERA ap-
proval must comply with all terms of 
the approval, as well as conditions de-
scribed in the TERA, and remains lia-
ble for compliance with all terms and 
conditions, regardless of who conducts 
the research and development activity. 
Any person conducting the research 
and development activity approved 
under the TERA must comply with all 
terms of the TERA approval, as well as 
the conditions described in the TERA. 

(f) Recordkeeping. Persons submit-
ting a TERA must comply with the 
recordkeeping requirements of § 725.65. 
In addition, the following requirements 
apply to TERAs: 

(1) Each person submitting a TERA 
under this part must retain docu-
mentation of information contained in 
the TERA for a period of 3 years from 
the date that the results of the study 
are submitted to the Agency. 

(2) Summaries of all data, conclu-
sions, and reports resulting from the 
conduct of the research and develop-

ment activity under the TERA must be 
submitted to the EPA address identi-
fied in § 725.25(c) within 1 year of the 
termination of the activity. 

§ 725.255 Information to be included in 
the TERA. 

(a) To review a TERA, EPA must 
have sufficient information to permit a 
reasoned evaluation of the health and 
environmental effects of the planned 
test in the environment. The person 
seeking EPA approval must submit all 
information known to or reasonably 
ascertainable by the submitter on the 
microorganism(s) and the research and 
development activity, including infor-
mation not listed in paragraphs (c), (d), 
and (e) of this section that the person 
believes will be useful for EPA’s risk 
assessment. The TERA must be in 
writing and must include at least the 
information described in the following 
paragraphs. 

(b) When specific information is not 
submitted, an explanation of why such 
information is not available or not ap-
plicable must be included. 

(c) Persons applying for a TERA, 
must include the submitter identifica-
tion and microorganism identity infor-
mation required for MCANs in 
§ 725.155(c), (d)(1), and (d)(2). 

(d) Persons applying for a TERA 
must submit phenotypic and ecological 
characteristics information required in 
§ 725.155(d)(3) as it relates directly to 
the conditions of the proposed research 
and development activity. 

(e) Persons applying for a TERA 
must also submit the following infor-
mation about the proposed research 
and development activity: 

(1) A detailed description of the pro-
posed research and development activity. 
(i) The objectives and significance of 
the activity and a rationale for testing 
the microorganisms in the environ-
ment. 

(ii) Number of microorganisms re-
leased (including viability per volume 
if applicable) and the method(s) of ap-
plication or release. 

(iii) Characteristics of the test 
site(s), including location, geo-
graphical, physical, chemical, and bio-
logical features, proximity to human 
habitation or activity, and description 
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of site characteristics that would influ-
ence dispersal or confinement. 

(iv) Target organisms (if the micro-
organism(s) to be tested has an in-
tended target), including identification 
of each target organism and antici-
pated mechanism and result of inter-
action. 

(v) Planned start date and duration 
of each activity. 

(vi) If State and/or local authorities 
have been notified of the activity, evi-
dence of notification. 

(2) Information on monitoring, confine-
ment, mitigation, and emergency termi-
nation procedures. (i) Confinement pro-
cedures for the activity, access and se-
curity measures, and procedures for 
routine termination of the activity. 

(ii) Mitigation and emergency proce-
dures. 

(iii) Measures to detect and control 
potential adverse effects. 

(iv) Name of principal investigator 
and chief of site personnel responsible 
for emergency procedures. 

(v) Personal protective equipment, 
engineering controls, and procedures to 
be followed to minimize dispersion of 
the microorganism(s) by people, ma-
chinery, or equipment. 

(vi) Procedures for disposal of any ar-
ticles, waste, clothing, machinery, or 
other equipment involved in the exper-
imental release, including methods for 
inactivation of the microorganism(s), 
containment, disinfection, and disposal 
of contaminated items. 

§ 725.260 Submission of health and en-
vironmental effects data. 

Each TERA must contain all avail-
able data concerning actual or poten-
tial effects on health or the environ-
ment of the new microorganism that 
are in the possession or control of the 
submitter and a description of other 
data known to or reasonably ascertain-
able by the submitter that will permit 
a reasoned evaluation of the planned 
test in the environment. The data must 
be reported in the manner described in 
§ 725.160(a)(3) and (b)(3). 

§ 725.270 EPA review of the TERA. 
General procedures for review of all 

submissions under this part are con-
tained in §§ 725.28 through 725.60. In ad-
dition, the following procedures apply 

to EPA review of applications sub-
mitted under this subpart: 

(a) Length of the review period. (1) The 
review period for the TERA will be 60 
days from the date the Document Con-
trol Officer for the Office of Pollution 
Prevention and Toxics receives a com-
plete TERA, or the date EPA deter-
mines the TERA is complete under 
§ 725.33, unless EPA finds good cause for 
an extension under § 725.56. 

(2) A submitter shall not proceed 
with the research and development ac-
tivity described in the TERA unless 
and until EPA provides written ap-
proval of the TERA. A submitter may 
receive early approval if a review is 
completed in less than 60 days. 

(b) EPA decision regarding proposed 
TERA activity. (1) A decision con-
cerning a TERA under this subpart will 
be made by the Administrator, or a 
designee. 

(2) If EPA determines that the pro-
posed research and development activ-
ity for the microorganism does not 
present an unreasonable risk of injury 
to health or the environment, EPA will 
notify the submitter that the TERA is 
approved and that the submitter can 
proceed with the proposed research and 
development activity described in the 
TERA. 

(3) EPA may include requirements 
and conditions in its approval of the 
TERA that would be stated in the 
TERA approval under paragraph (c) of 
this section. 

(4) If EPA concludes that it cannot 
determine that the proposed research 
and development activity described in 
the TERA will not present an unrea-
sonable risk of injury to health or the 
environment, EPA will deny the TERA 
and will provide reasons for the denial 
in writing. 

(c) TERA approval. (1) A TERA ap-
proval issued by EPA under this sec-
tion is legally binding on the TERA 
submitter. 

(2) When EPA approves a TERA, the 
submitter must conduct the research 
and development activity only as de-
scribed in the TERA and in accordance 
with any requirements and conditions 
prescribed by EPA in its approval of 
the TERA. 

(3) Any person who fails to conduct 
the research and development activity 

VerDate Mar<15>2010 16:56 Aug 14, 2014 Jkt 232179 PO 00000 Frm 00785 Fmt 8010 Sfmt 8010 Q:\40\40V31.TXT 31


		Superintendent of Documents
	2015-08-25T12:34:56-0400
	US GPO, Washington, DC 20401
	Superintendent of Documents
	GPO attests that this document has not been altered since it was disseminated by GPO




